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DETAILED ACTION 
Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/05/2006 has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co. , 383 U.S. 1 , 1 48 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 1, 2, 6-13 and 17-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,421 ,492 to Barger et al in view of US 6,253,762 to Britto. 
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(claims 1 and 12) Barger discloses an aerosol container/inhalation device 
comprising: 

a vial body containing an aerosol formulation of a suspension of a medicament in 
a hydrogen-containing fluorocarbon liquid propellant (col.1 , lines 25-30; the 
incorporated by reference to Johnson discloses a fluorinated propellant); 

a valve, a shown in Fig. 3, the valve comprising: 
a valve body defining a metering chamber 7, 
a transfer passage 9, 
and a dispensing means 19. 

Barger is silent with regards to the metering chamber being made from a plastic 
material which is a mixture of fluorinated polymer and a non-fluorinated polymer. 
However, Barger does disclose the metering chamber or the valve stem being made 
from a metal or a plastic material (col. 3, lines 45-50). 

Britto discloses a similar type of aerosol container comprising a vial body 
containing an aerosol formulation of a medicament (fluticasone propionate; col. 2, lines 
45-55) in a hydrogen-containing fluorocarbon liquid propellant (1,1,1 ,2- 
tetrafluoroethane; col. 4, lines 18-20); a valve 3 for dispensing a metered amount of the 
aerosol; wherein the valve consists of parts that are made of a metallic material (col. 4, 
lines 55-59); wherein the part or all of the internal metallic surfaces of the aerosol 
container is coated with a fluorocarbon in combination with one or more non- 
fluorocarbon polymers (col. 5, lines 50-57). The coating will help reduce or eliminate 
the problem of drug adhesion on the internal surfaces of the aerosol container. 
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Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the metering chamber of Barger to include the 
coating disclosed by Britto because it would help reduce or eliminate the problem of 
drug adhesion on the internal surfaces of the aerosol container. 

The modified device of Barger now discloses a metering chamber having a 
surface that is coated with a mixture of f luorinated polymers and non-fluorinated 
polymers. Since a "chamber" is defined as "an enclosed space or cavity" and that the 
coating is now the structure that defines said "enclosed space or cavity, then the 
Examiner is viewing the "metering chamber formed by the coating" as being made from 
fluorinated polymer and non-fluorinated polymer. 

With regards to the limitation of "with the provisio that the surface of the metering 
chamber in contact with the aerosol formulation is not coated with a fluorinated 
material", the Examiner is treating said limitation as a product by process limitation. As 
set forth in MPEP 21 13, product by process limitations are NOT limited to the 
manipulations of the recited steps, only to the structure implied by the steps. Once a 
product appearing to be substantially the same or similar is found, a rejection may be 
made and the burden in shifted to applicant to shown an unobvious difference. In this 
case, the applicant is claiming that the metering chamber is not made by coating a 
surface with fluorinated hydrocarbons and non-fluorinated hydrocarbons. However, 
based on the applicant's specification, the metering chamber is taught as being formed 
by known moulding techniques or by applying a coating of fluorinated hydrocarbons and 
non-fluorinated hydrocarbons. Regardless of the process, the end result structure is still 
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a metering chamber having fluorinated hydrocarbons and non-fluorinated hydrocarbons. 
As stated above, the modified metering chamber of Barger defines an enclosed space 
or cavity, wherein the structure defining said metering chamber (the coating) is made 
with fluorinated hydrocarbons and non-fluorinated hydrocarbons. 

(claims 2 and 13) Britto is silent with regards to the weight percentage of the 
fluorinated polymer. However, Britto teaches that the fluorinated polymer is coated onto 
the valve formed from non-fluorinated polymer. Therefore, it would have been obvious 
to one of ordinary skill in the art to provide a coating of about 5% weight of the valve 
since discovering an optimum value of a result effective variable involves only routine 
skill in the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

(claims 6-8) Barger is silent with regards to the medicament being fluticasone 
propionate in a propellant comprising 1,1,1 ,2-tetrafluoroethane that is free of adjuvants. 
However, Britto discloses fluticasone propionate as a medicament (col. 2, lines 45-55) 
mixed in 1,1 ,1 ,2- tetrafluoroethane that is free of adjuvants (col. 4, lines 18-20). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to made use the medicament and propellant of Britto in the 
modified device of Barger because the use of a particular medicament and propellant is 
merely dependent upon the intended therapy for a patient. 

(claims 9 and 1 7) The limitation of "wherein the metering chamber is moulded 
from the plastics material" is also being treated as a product by process limitation. 
Please see the rejection to claim 1 . The modified device of Barger teaches a metering 
chamber that is formed by a coating of plastic polymers. 
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(claims 10, 11, 18 and 19) Britto discloses the fluorocarbon being PTFE (col. 4, 
line 67) and the non-fluorocarbon being acetal (col. 4, line 57). 
(claim 20) The device of Barger is a metered dose inhaler. 

Response to Arguments 
5. Applicant's arguments with respect to claims 1 , 2, 6-1 3 and 1 7-20 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571) 272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Darwin P. Bp 
Examiner 
Art Unit 3731 




de 



